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To  amend  the  Public  Health  Seniee  Aei,  tlie  Employee  Retirement  Ineon.c 
Security  Act  of  1974,  and  the  Internal  Revenue  Code  of  1986  to  permit. 
indi\iduais  to  continue  healtli  covcrape  of  ser\iee.s  while  participatinjr 
in  approved  clinical  studies. 


IX  TIIE  HOUSE  OF  REPRESEXTATR^S 
Augusts,  1999 

Mrs.  LoWTiY  introduced  the  following  bill;  wliich  was  referred  to  the  Com- 
mittee on  Commerce,  and  in  addition  to  the  Committees  on  Education 
and  the  Workforce,  and  Ways  and  Means,  for  a  period  to  be  subsequently 
determined  by  the  Speaker,  in  each  case  for  consideration  of  such  pnni- 
sions  as  fall  within  the  jurisdiction  of  the  committee  concerned 


A  BILL 

To  amend  the  Public  Health  Sendee  Act,  the  Employee  Re- 
tirement Income  Security  Act  of  1974,  and  the  Internal 
Revenue  Code  of  1986  to  permit  indi\iduals  to  continue 
health  coverafre  of  senices  while  participating  in  aj)- 
))roved  clinical  studies. 

1  Be  it  enacted  by  the  Senate  and  House  of  Represent a- 

2  tires  oftlie  United  States  of  America  in  Congress  assembled, 

3  SECTION  1.  SHORT  TITLE. 

4  This  Act  may  be  cited  as  the  "Improved  Patient  Ac- 

5  cess  to  Clinical  Studies  Act  of  1999". 


1  SEC.  2.  CONTINUING  COVERAGE  FOR  INDIVIDUALS  PAR- 

2  TICIPATING  IN  APPROVED  CLINICAL  STUD- 

3  lES. 

4  (a)  Group  Health  Pi^vns. — 

5  (1)  Public  iie.vlth  sEimcE  act  .uiexd- 

6  MEXTS.— (A)  Subpart  2  of  part  A  of  title  XXVll  of 

7  the  Public  Health  Senice  Act  is  amended  by  adding 

8  at  the  end  the  following  new  section: 

9  "SEC.   2707.   CONTINUING   COVERAGE   FOR  INDIVIDUALS 

10  PARTICIPATING    IN    APPROVED  CLINICAL 

11  STUDIES. 

12  "(a)  Permitting  P.vrticipatiox  ix  Ai^pkcat:!) 

13  Clixical  Studies. — A  group  health  jilan,  and  a  health 

14  insurance    issuer    offering    grouj)    health  insurance 

1 5  coverage — 

16  "(1)  may  not  deny  (or  limit  oi-  imjwse  addi- 

17  tional  conditions  on)  coverage  of  items  and  sennces 

18  furnished  to  a  j)articipant  or  beneficiarA"  if — 

19  "(A)  the  partici])ant  or  beneficiaiy  is  ])ar- 

20  ticii)ating  in  an  a}){>roved  clinical  study; 

21  "(B)  the  items  and  services  are  furnished 

22  according  to  the  design  of  the  study  or  to  treat 

23  conditions  resulting  from  particijiation  in  the 

24  study;  and 

25  "(C)  the  items  and  senices  would  other- 

26  \\ise  be  covered  under  the  i)lan  excei)t  for  the 

•HR  27G9  m 


3 

1  .  fact  that  they  are  ]iiwided  in  connection  vrdh 

2  participation  in  such  a  study;  and 

3  "(2)  may  not  discriminate  against  a  partici})ant 

4  or  beneficiaiy  on  the  basis  of  the  participant's  or 

5  beneficiary'' s  participation  in  such  a  study. 

6  "(b)  Construction. — Xotliing  in  subsection  (a) 

7  shall  be  construed  as  requiring  a  gi-oup  health  plan  or 

8  health  insurance  issuer  to  pro\ade  for  pa^^nent  for  items 

9  and  sendees  normally  paid  for  as  part  of  an  approved  clin- 

10  ical  study. 

11  "(c)  Notice. — group  health  plan  under  this  part 

12  shall  comply  with  the  notice  requirement  under  section 

13  714(c)  of  the  Employee  Retirement  Income  Security  Act 

14  of  1974  Mith  respect  to  the  requirements  of  this  section 

15  as  if  such  section  applied  to  such  plan. 

16  "(d)  Appro\t:d  Climcai.  Study  Defined. — In  this 

17  section,  the  term  'approved  cUnical  study'  means — 

18  "(1)  a  research  study  approved  by  the  Sec- 

19  retan-  of  Health  and  Human  Sendees,  the  Director 

20  of  the  National  Institutes  of  Health,  the  Conmiis- 

21  sioner  of  the  Food  and  Drug  Administration,  the 

22  Secretars-  of  Veterans  Mfairs,  the  Secretan'  of  De- 

23  fense,  or  a  quahfied  nongovernmental  research  entity 

24  (as  defined  in  guidelines  of  the  National  Institute  of 

25  Health);  or 

•HR  2769  IH 


4 

1  "(2)   a  ])eer-i'cni(>we(l   and  aiijiroved  researdi 

2  program,  as  defined  hy  the  Seeretaiy  of  Health  and 

3  Human  Senices,  conducted  for  the  i)rimaiy  innpose 

4  of  determining  whether  or  not  a  treatment  is  safe, 

5  efficacious,  or  having  any  other  characteristic  of  a 

6  treatment  which  must  be  demonstrated  in  order  for 

7  the  treatment  to  be  medically  necessary'  or  appro- 

8  priate.". 

9  (B)  Section  2723(c)  of  such  Act  (42  U.S.C. 

10  300gg-23(c))  is  amended  by  striking  "section  2704" 

1 1  and  inserting  "sections  2704  and  2707". 

12  (2)  ERISA  AMENDMEN'TS.— (A)  Subi)art  B  of 

13  part  7  of  subtitle  B  of  title  I  of  the  Emi)loyee  Re- 

14  tirement  Income  Security  Act  of  1974  is  amended  by 

15  adding  at  the  end  the  following  new  section: 

16  "SEC.  714.  CONTINUING  COVERAGE  FOR  INDIVIDUALS  PAR- 

17  TICIPATING  IN  APPROVED  CLINICAL  STUD- 

18  lES. 

19  "(a)  Permittlvg  Participation  in  ArrwAT:!) 

20  Clinical  Studies. — ^A  group  health  ])lan.  and  a  health 

21  insurance    issuer    offering    gi-ouj)    health  insurance 

22  coverage — 

23  "(1)  may  not  deny  (or  limit  or  impose  addi- 

24  tional  conditions  on)  coverage  of  items  and  senices 

25  furnished  to  a  participant  or  beneficiary'  if — 
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1  "(A)  the  ])ai-ti{*i))aiit  oi-  beiR'ficiaiy  is  i)ai-- 

2  .  tiei])atiiig'  in  an  approved  elinieal  study: 

3  "(B)  the  items  and  seniees  are  furnished 

4  according  to  the  design  of  the  study  or  to  treat 

5  conditions  resulting  from  participation  in  the 

6  study;  and 

7  "(C)  the  items  and  seniees  would  other- 

8  ^^'ise  be  covered  under  tlie  plan  except  for  the 

9  fact  that  they  are  proAided  in  connection  with 

10  participation  in  such  a  study;  and 

11  "(2)  may  not  discriminate  against  a  participant 

12  or  beneficiarj'  on  the  basis  of  the  participant's  or 

13  beneficiaiy's  partici})ation  in  such  a  study. 

14  "(b)  Construction. — Nothing  in  subsection  (a) 


15  shall  be  construed  as  requiring  a  group  health  plan  or 

16  health  insurance  issuer  to  pro\ide  for  })a\Tnent  for  items 

17  and  seniees  normally  paid  for  as  part  of  an  approved  clin- 

1 8  ical  study. 

19  "(c)  Notice  Under  Group  IIe.vi.tii  Pi^vn. — The 

20  imposition  of  the  requirement  of  this  section  shall  be  treat- 

21  ed  as  a  material  modification  in  the  terms  of  the  ])lan  de- 

22  scribed  in  section  102(a)(1),  for  pur})oses  of  assuring  no- 

23  tice  of  such  requirements  under  the  plan;  except  that  the 

24  summary-  description  required  to  be  proAided  under  the 

25  last  sentence  of  section  104(b)(1)  with  respect  to  such 
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1  inoclification  shall  be  i)r(nided  by  not  later  than  60  days 

2  after  the  first  day  of  the  first  plan  year  in  which  sneh 

3  requirement  apiily.". 

4  ''(d)  Appk()\t.d  Clixic.m.  Study  Depixed.— In  this 

5  section,  the  term  'approved  clinical  study'  means — 

6  "(1)  a  research  study  apjiroved  by  the  Sec- 

7  retar>'  of  Health  and  Human  Senices,  the  Director 

8  of  the  National  Institutes  of  Health,  the  Commis- 

9  sioner  of  the  Food  and  Drug  Administration,  the 

10  Secretan-  of  Veterans  Affairs,  the  Secretan-  of  De- 

1 1  fense,  or  a  quaUfied  nongovernmental  research  entity 

12  (as  defined  in  guidelines  of  the  National  Institute  of 

13  Health);  or 

14  "(2)  a  peer-re\iewed  and  approved  research 

15  program,  as  defined  by  the  Secretary-  of  Health  and 

16  Human  Services,  conducted  for  the  primar\'  ])ur})ose 

17  of  determining  whether  or  not  a  treatment  is  safe, 

18  efficacious,  or  having  any  other  characteristic  of  a 

19  treatment  which  must  be  demonstrated  in  oi-der  for 

20  the  treatment  to  be  medically  necessaiy  or  api)ro- 

21  jmate.". 

22  (B)  Section  731(c)  of  such  Act  (29  U.S.C. 

23  1191(c))  is  amended  by  striking  "section  711"  and 

24  hiserting  "sections  711  and  714". 
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1  ((')  Section  732(a)  of  siicli  Act   (29  V.S.C. 

2  1191a(a))  is  amended  by  strikino:  "section  711"  and 

« 

3  inserting  "sections  711  and  714". 

I  4  (D)  The  table  of  contents  in  section  1  of  such 

5  Act  is  amended  by  inserting  after  the  item  relating 

6  to  section  713  the  following  new  item: 

"S(,'c.  714.  CJontinuinfj  coverage  for  indhiduals  participating  in  approved  clinical 
studies.". 

7  (3)      IXTERXiVL      RE\^XUE      (X)DE  .UIEXD- 

8  MEXTS. — 

9  (A)  Ix  GEXERAL. — Subchapter  B  of  chap- 

10  ter  100  of  the  Internal  Revenue  Code  of  1986 

11  is  amended — 

12  (i)  in  the  table  of  sections,  by  insert- 

13  ing  after  the  item  relating  to  section  9812 

14  the  following  new  item: 

"Sec.  9813.  Continuing  coverage  for  indi\-iduals  participating  in 
approved  clinical  studies.";  and 

15  (ii)  by  inserting  after  section  9812  the 

16  following: 

17  "SEC.   9813.   CONTINUING   COVERAGE   FOR  INDIVIDUALS 

18  PARTICIPATING    IN    APPROVED  CLINICAL 

19  STUDIES. 

20  "(a)  Permittixg  Participatiox  l\  Approx^ed 
*            21  Cllxiou.  Studies. — group  health  plan — 
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1  "(1)  may  not  deny  (or  limit  oi-  impose  addi- 

2  tional  eonditions  on)  coverage  of  items  and  senices 

3  furnished  to  a  jjai'ticipant  or  benefieiaiy  if — 

4  "(A)  the  participant  or  l)enefieiaiy  is  par- 

5  ticipating  in  an  approved  ehnical  study; 

6  "(B)  the  items  and  seniees  are  furnished 

7  '     according  to  the  design  of  the  study  oi-  to  treat 

8  eonditions  resulting  from  participation  in  the 

9  study;  and 

10  "(C)  the  items  and  ser\ices  would  other- 

11  wise  be  covered  under  the  plan  excej)t  for  the 

12  fact  that  they  are  pro\ided  hi  comiection  with 

13  })articipation  in  such  a  study;  and 

14  "(2)  may  not  discriminate  against  a  participant 

15  or  beneficiar}'  on  the  basis  of  the  jiarticipant's  or 

16  beneficiarj-'s  participation  in  such  a  study. 

17  "(b)   COXSTRUCTIOX. — Nothing  in  subsection  (a) 

18  shall  be  construed  as  requiring  a  gi-oup  health  i)lan  to  j^ro- 

19  \ide  for  pa\Tnent  for  items  and  senices  normally  ])aid  for 

20  as  part  of  an  ap))roved  clinical  study. 

21  "(c)  iVi'PKcn-Ei)  Clixk"al  STri)Y  Defixp:i). — In  this 

22  section,  the  term  'a])proved  clinical  study"  means — 

23  "(1)  a  research  study  ai)j)roved  by  the  Sec- 

24  retaiy  of  Health  and  Human  Services,  the  Director 

25  of  the  National  Institutes  of  Health,  the  Conmiis- 
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1  sioiior  of  the  Food  and  Dnio-  Administration,  the 

2  Secretaiy  of  ^>terans  ^\ffairs.  the  Secretan-  of  De- 

3  fense,  or  a  'quahfied  nQnjiovernmental  research  entity 

4  (as  defined  in  g:uidehnes  of  the  National  Institute  of 

5  Health);  or 

6  "(2)   a  peer-re\ie\ved  and  approved  research 

7  pro-am,  as  defined  by  the  Secretars'  of  Health  and 

8  Human  Ser\ices,  conducted  for  the  primars'  })urpose 

9  of  determining  whether  or  not  a  treatment  is  safe, 

10  efficacious,  or  haxing  any  other  characteristic  of  a 

1 1  treatment  which  must'  be  demonstrated  in  order  for 

12  the  treatment  to  be  medically  necessar}-  or  appro- 

13  priate.". 

14  (B)  CoxFOR^nxG  .uiexdmext. — Section 

15  4980D(d)(l)  of  such  Code  is  amended  by  strik- 

16  ing  "section   9811"   and   inserting  "sections 

17  9811  and  9813". 

18  (b)  IXDmDU-(\L  IIE.VLTH  IXSUIiiVXCE. — (1)  Part  B 

19  of  title  XXMI  of  the  Public  Health  Senice  Act  is  amend- 

20  ed  by  inserting  after  section  2752  the  following  new  sec- 

21  tion: 
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1  "SEC.   2753.   CONTINUING   COVERAGE   FOR  INDIVIDUALS 

2  PARTICIPATING     IN    APPROVED  CLINICAL 

3  STUDIES. 

4  "(a)  L\  Gexer.\l. — The  pnnisioiis  of  section  2707 

5  (other  than  subsection  (e))  shall  a})i)ly  to  health  insurance 

6  coverage  offered  by  a  health  hisurance  issuer  in  the  indi- 

7  \idual  market  in  the  same  manner  as  they  apply  to  heahh 

8  insurance  coverage  offered  by  a  health  hisurance  issuer 

9  in  connection  with  a  group  heahh  plan  in  the  small  or 

10  large  group  market. 

11  "(b)  Notice. — health  insurance  issuer  under  this 

12  part  shall  comply  with  the  notice  requirement  under  sec- 

13  tion  714(c)  of  the  Em})loyee  Retirement  Income  Security 

14  Act  of  1974  with  respect  to  the  requirements  referred  to 

15  in  subsection  (a)  as  if  such  section  apphed  to  such  issuer 

16  and  such  issuer  were  a  group  health  plan.". 

17  (2)  Section  2762(b)(2)  of  such  Act  (42  U.S.C. 

18  300gg-G2(b)(2))  is  amended  by  striking  "section  2751" 

19  and  inserting  "sections  2751  and  2753". 

20  (c)  Effe(^trt:  Dates. — 

21  (1)    Group    health    pi^vxs   axd  group 

22  health  ixsuilvxce  co\t<:r.\(}E. — Subject  to  para- 

23  gi-ai)h  (3),  the  amendments  made  by  subsection  (a) 

24  apply  '^^ith  respect  to  group  health  plans  for  plan 

25  years  beginning  on  or  after  January'  1,  2000. 
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1  (2)     IX])I\11)UAL    HEALTH     IXsriLVXCE  cov- 

2  .       E1L\(;e. — The  amendments  made  by  snbseetion  (b) 

3  a])ply  \ntli  resi)ect  to  health  insnranee  eoveragre  of- 

4  fered,  sold,  issued,  renewed,  in  efteet,  or  operated  in 

5  the  indi\adual  market  on  or  after  such  date. 

6  (3)  COLLECTR-E  BAKG.UXIXG  EXCEPTIOX. — In 

7  the  case  of  a  ^oup  health  plan  maintained  pursuant 

8  to  1  01-  more  collective  barfjainino:  ao:i-eements  be- 

9  tween  em})loyee  representatives  and  1  or  more  em- 

10  ployers  ratified  before  the  date  of  enactment  of  this 

11  Act,  the  amendments  made  subsection  (a)  shall  not 

12  apply  to  plan  years  begrinning  before  the  later  of — 

13  (A)  the  date  on  which  the  last  collective 

14  barg;aining  agreements  relating  to  the  plan  ter- 

15  minates  (determined  without  regard  to  any  ex- 

16  tension  thereof  agreed  to  after  the  date  of  en- 

17  actment  of  tliis  Act),  or 

18  (B)  January-  1,  2000. 

19  For  ]nir})oses  of  sub))aragi-aph  (A),  any  plan  amend- 

20  ment   made  jnirsuant   to   a   collective  l)argaining 

21  agivement  relating  to  the  i)lan  which  amends  the 

22  i^lan  solely  to  conform  to  any  recjuirement  added  by 

23  subsection  (a)  shall  not  be  treated  as  a  termination 

24  of  such  collective  bargaining  agreement. 
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1  (d)  Coordination  of  xVi)MIN1stil\ti()N. — Tlir  Sec- 

2  rotan-  of  Labor,  the  Secretan-  of  the  Treasun'.  and  tho 

3  Seeretaiy  of  Health  and  Human  Seniees  shall  ensure, 

4  throutjh  the  execution  of  an  interao^eney  memorandum  of 

5  understanding  among  such  Secretaries,  that — 

6  (1)    regulations,   rahng-s,    and  interpretations 

7  issued  by  such  Secretaries  relating  to  the  same  mat- 

8  ter  over  which  tvvo  or  more  such  Secretaries  have  re- 

9  sponsibility  under  the  pro\'isions  of  tliis  Act  (and  the 

10  amendments  made  thereby)  are  administered  so  as 

11  to  have  the  same  effect  at  all  times;  and 

12  (2)  coordination  of  pohcies  relating  to  enforcing 

13  the  same  requirements  through  such  Secretaries  in 

14  order  to  have  a  coordinated  enforcement  strategy- 

15  that  avoids  duplication  of  enforcement  efforts  and 

16  assigns  priorities  in  enforcement. 

O 
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